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	200 CH.3 Human Subjects Committee Waivers of Consent and Authorization
	


Waiver or Alteration of One or More Element of Consent (45CFR46.116(d))

Comment on whether all items are met.  Consent may only be waived for projects meeting all four criteria.  Note that for studies invoking HIPAA, a waiver of authorization will also be required.  The waiver is not applicable to FDA-regulated research.

· The research poses no more than minimal risk

· The alteration or waiver will not adversely affect the rights and welfare of the participants 

· The research could not practicably be carried out without the alteration or waiver

· When appropriate, additional pertinent information will be provided after participation.

Waiver of Documentation of Consent (45CFR46.117(c))

Either of the criteria may be used to waive documentation of consent.  Note that waiver of documentation does not waive the process of consent itself.  For studies invoking HIPAA, a waiver of authorization will also be required.  

· The consent document is the only record linking participant to research and the principal risk of the research is potential harm resulting from breach of confidentiality.  If so, the participant must be asked whether he/she wants documentation linking him/her with the research and the participant’s wishes will govern. The waiver is not applicable to FDA regulated research.   
· The research presents no more than minimal risk and involves no procedures for which written consent is normally required outside the research context.
Waiver of HIPAA Authorization (45CFR164.512)

HIPAA does not distinguish between a waiver of part of an authorization such as individual statements in the authorization or obtaining signature vs. waiver of authorization all together.  All items must be met for waiver.

· The use or disclosure of PHI is no more than minimal privacy risk based on at least all of the following:

· There is an adequate plan to protect the identifiers from improper use and disclosure

· There is a plan to destroy the identifiers at the earliest opportunity appropriate to the research.  Note identifiers may be retained if there are health, research or legal obligations to do so.

· PI has provided written assurance that the PHI will not be reused or disclosed except as required by law or for authorized research oversight.

· The research could not practicably be conducted without the waiver

· The research could not practicably be conducted without access to and use of the PHI

Waiver of Parental Permission (45CFR46.408(c))

In addition to the criteria above for waiver of consent, parental permission also may be waived if both the following criteria are met and the study is not FDA regulated: 

· Research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children)

· Appropriate mechanism for protecting the children who will participate as subjects in the research is substituted.

· Waiver is not inconsistent with Federal, State or local law.

5/6/10

Page 2 of 2

